Access to the essential medicines is an important challenge in the developing countries. To have access to the quality and affordable medicines, the pharmaceutical decision makers try different strategies. The production of generic and copy medicines is one of the strategies that if adopted based on the recognized standards and norms can be effective in raising the health status in the developing countries. However, the regulation enfeeblement has somewhat impaired the quality of generic and copy medicines and harmed the health life of consumers. Here we aim to reflect over the role of different beneficiaries including international organizations, governments, pharmaceutical companies, and NGOs in ensuring the feasible and sustainable access of citizens to the essential medicines. We also aim to highlight the importance of the patient status in the enhancement of the medical delivery.
Introduction
The UN Secretary-General reported that more than 2 billion people across the globe lack the (adequate) access to the essential medicines (1) . This alone shows what a challenge it is to ensure the distribution of and the adequate access to the essential medicines. The difficulty in the access to the appropriate healthcare has lowered the life expectancy on the average 32 years below the developed countries; in other words, the average life expectancy among the developed countries is 1.7 times higher (2) . The findings show that the share of out of pocket payment in developing countries with lower income is higher than that of the developed countries (3) . Paul Van Hoof (European Federation of Pharmaceutical Industries and Associations (EFPIA)) holds the belief that spurring innovations can lead to the better disease management and the higher life expectancy. Likewise, Director General of Medicine for Europe believes in competition as the key for the price drop and the better access to medicines in the EU zone.
Thalassemia major is the disease prevalent at a region in the world known as the thalassemia belt (5). The ones being located within this belt are mainly the developing countries faced with the challenge of access to the essential medicines. In recent years, the governments have adopted different strategies to increase access to the essential medicines; the strategies have been mainly based on the health cost reduction formulae including the production and distribution of generic and copy medicines. This approach has not been always effective though and has evoked negative reactions by patient advocacy institutions (4). Here we try to address the various ways for higher patient access to the essential medicines and the role governments, NGOs, and pharmaceutical companies would play to this end.
The world outlook for the pharmaceutical market
After the enactment of Hatch-Waxman Act in 1984, the competition in the pharmaceutical market made the price changes. This persuaded the pioneer companies to produce more newly formulated medicines on one hand and restructure the formulating models for more generic medicines to be made available on the other. So much so that in 2009 generic medicines accounted for approximately 75% of the prescriptions in the US.
Before the Act, the producers were required to demonstrate the efficacy and safety of generic medicines by independent and unbiased reviews. However, the multiple performances of time consuming and costly clinical trials hindered the timely market availability of generic medicines and raised the production cost. On the other hand, the Act made the US pharmaceutical market open to generic medicines and paved the ground for competition and the price balance.
The availability of generic medicines placed much impact on the market share of brand-name drugs. As shown in Figure 1 , the share of brand-name drugs during 12 months after the generic medicines entered the market (1999-2000) was about 68% while this rate within the 12-month time frame of 2007-2008 reached 37% in the first month and dropped to 15% in the final month. The figure 1 clearly displays the changing trend of health structures in the US towards the consumption of generic medicines (9) . Therefore, the higher use of generic medicines in the US and subsequently in the other developed countries is the projected future change.
Based on the forecast estimations for 2016-2020, the end of the "patent for small molecules" era would place a remarkable impact more than the preceding years on the increasing production cost in the developed countries and pharmerging markets (10) . The years 2005 to 2012 witnessed the significant changes in the share of generic and brand-name drugs in the world market so that the market share of the latter has faced significant increase prompting health advocates and investors and beneficiaries to aim at reversing the expenses (Figure 2 ) (11) .
Besides the big and vanguard companies are run in the countries like Switzerland and the States that do not succumb to TRIPS Agreement and that is why the prices of brand-name medicines are much higher than the generic (12) . Thus, the developing countries are persuaded to produce generic and copy medicines. Generic medicines: is the quality assured?
The US FDA defines the term generic as "a drug product that is comparable to a brand/reference listed drug product in dosage form, strength, route of administration, quality and performance characteristics, and intended use". Bioequivalence is then considered as one of the most important elements in the production of generic drugs. The producers of generic drugs based on the FDA Guidance are obliged to prove the equivalence of the main pharmaceutical ingredients and the comparability of their products to brand-name or reference medicines (13) . Nevertheless, there has been always a trust challenge in regard to generic drugs with fueled concerns; the less efficacy and more side effects of generic drugs compared with the original brand-names are the concerns that would be eliminated if the international norms and standards of production are met for the quality to be ensured. In the countries like the States where food and drugs are supervised by the entities with organizational clarity, the consumption of generic drugs has been on an increasing trend with 7 medicine prescriptions out of 10 being generic.
However, in developing countries the trust in quality is enfeebled and further impaired with the lack of a clear-cut distinction between the production and supervision. The study conducted by Heritage Foundation and the Wall Street Journal shows the countries located on the thalassemia belt particularly in the Middle East, North Africa, and the Persian Gulf region having scored lower than 60 for "Index of Economic Freedom" that poses a higher risk for responsibilities of quality supervisors and producers to be mutually interfered (15). At the same time, the researches done on developing countries stipulate the inability of regulatory bodies in a broad range of themes that if the otherwise would ensure the safety and efficacy of medicines (Table 1) (16) . In fact, the worries about the quality of generic drugs still persist wide range and spur concerns among thallasemics (17) .
Conclusions
Despite the significant role of generic drugs in the medical care of patients especially chronically ill patients, concerns alarm on the quality particularly in developing countries and the ones with Proceedings Book lower levels of economic freedom. Thallasemics are lifelong consumers of the essential drugs access to which is the most important lifelong challenge. Patient Centered Care suggests the delivery of the adequate and precise information to the recipients of medical services as the priority of the health system. Emotional support for patients is also planned to be a part of the care programs (18) . It is therefore imperative to assure patients of the quality of the consuming medicines and avoid the Hobson's choice prescription of the medicines whose quality is in doubt.
To reach the favorable quality, WHO has issued a guideline whose abidance is obligatory for both developing and developed countries. NGOs are likewise responsible for the activities of pharmaceutical companies to clarify. The best example is Bill and Melinda Gates Institute that innovated "Access to Medicine Index" program by which the big pharmaceutical companies were provoked to be accountable and issue licenses to developing countries (20). The Gilead Company licensed its hepatitis C drugs to India and made the prices drop in Egypt thereby expanding access to the essential medicines (21, 22). Thus, the role of NGOs is significant in the clarity about the medicine quality and the changes in the price of brand-name medicines particularly in developing countries. 
